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1L, first line; EMA, European Medicines Agency; EU, European Union; EV, enfortumab vedotin; 

LA, locally advanced; mUC, metastatic urothelial carcinoma; P, pembrolizumab; 

PD-1/L1, programmed cell death protein 1/ligand 1; UC, urothelial carcinoma.
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Prescribing Information is available at the end of this presentation.

This promotional meeting is fully sponsored and supported by Astellas, including 

speaker-related honoraria and production of materials. It is intended for healthcare 

professionals only. NL: Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal 

product is important. It allows continued monitoring of the benefit/risk balance of 

the medicinal product. Healthcare professionals are asked to report any 

suspected adverse reactions via the national reporting system. Nederland: 

Nederlands Bijwerkingen Centrum Lareb; 

Website: www.lareb.nl

EV, in combination with P, is indicated for the 1L treatment of adult patients with 

unresectable/mUC who are eligible for platinum-containing PBCTtherapy.1

Please note: This indication has received EMA approval; reimbursement in some EU 

countries is still pending. 

EV as monotherapy is indicated for the treatment of adult patients with LA/mUC who 

have previously received a platinum-containing PBCTtherapy and a PD-1/L1 inhibitor.1

UK: Adverse events should be reported.

Reporting forms and information can be found at www.mhra.gov.uk/yellowcard or 

search for ‘MHRA yellow card’ in the Google Play Store or Apple App Store. 

Adverse events should also be reported to Astellas Pharma Ltd on 0800 783 5018

▼This medicinal product is subject to additional monitoring.

http://www.lareb.nl/
http://www.mhra.gov.uk/yellowcard
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EV posology

AST, aspartate transaminase; CrCL, creatinine clearance; MMAE, monomethyl auristatin E; P, pembrolizumab; ULN, upper limit of normal.

PADCEV™ (enfortumab vedotin). Summary of Product Characteristics.

EV monotherapy

• As monotherapy, the recommended dose of EV is 1.25 mg/kg (up to a maximum of 125 mg for patients ≥100 kg) administered as an 
intravenous infusion over 30 minutes on Days 1, 8 and 15 of a 28-day cycle until disease progression or unacceptable toxicity

EV+P

• When given in combination with P, the recommended dose of EV is 1.25 mg/kg (up to a maximum of 125 mg for patients ≥100 kg) 
administered as an intravenous infusion over 30 minutes on Days 1 and 8 of every 3-week (21-day) cycle until disease progression or 
unacceptable toxicity

Special populations

• Elderly: No dose adjustment is necessary in patients ≥65 years of age

• Renal impairment: No dose adjustment is necessary in patients with mild (CrCL >60–90 mL/min), moderate (CrCL 30–60 mL/min) or 
severe (CrCL 15-<30 mL/min) renal impairment. EV has not been evaluated in patients with end stage renal disease (CrCL <15 
mL/min)

• Hepatic impairment: No dose adjustment is necessary in patients with mild hepatic impairment (total bilirubin of 1 to 1.5 × ULN and 
AST any, or total bilirubin ≤ ULN and AST > ULN). EV has only been evaluated in a limited number of patients with moderate and 
severe hepatic impairment. Hepatic impairment is expected to increase the systemic exposure to MMAE; therefore, patients should be 
closely monitored for potential adverse events. Due to the sparsity of the data in patients with moderate and severe hepatic 
impairment, no specific dose recommendation can be given
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The impact of dosing and exposure with EV monotherapy on 
outcomes in patients with LA/mUC has been investigated through 
post hoc analyses of different clinical trials

All data presented from this study are from a post hoc, exploratory analysis.
PK was assessed using multiple blood samples in the first two cycles and pre-dose samples in subsequent cycles. Time-averaged exposure up to an event of interest was computed using a population PK model.

3Q4W, Days 1, 8, and 15 of a 28-day cycle; DOR, duration of response; EV, enfortumab vedotin; LA, locally advanced; mUC, metastatic urothelial carcinoma; ORR, objective response rate; OS, overall survival; PBCT, platinum-based 

PBCTtherapy; PD-1/L1, programmed cell death protein 1/ligand 1; PFS, progression-free survival; PK, pharmacokinetics.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 4
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• Exposure–ORR analysis was conducted in EV-101, EV-201, and EV-301 separately, while exposure–DOR/PFS/OS analysis 

only focused on EV-301; only the exposure–response analysis in EV-101 included doses <1.25 mg/kg 3Q4W

• Exposure–safety analyses included all patients who received EV 1.25 mg/kg 3Q4W in these trials

• Dose modifications were only summarised in pivotal studies, in which consistent dose modification schemes were implemented

Methods

Impact of exposure on outcomes with EV monotherapy in patients with LA/mUC

EV-101 EV-201 EV-301

Patients with previously treated

mUC (n=155) and other solid

tumours

• ≥1 prior PBCT and/or PD-1/L1 

inhibitor

Patients with previously treated LA/mUC

(n=125)

• Cohort 1: Previously treated with 

PBCT and PD-1/L1 inhibitor (n=125)

• Cohort 2: Previously treated with PD-

1/L1 inhibitor and cisplatin-ineligible 

(n=89)

Patients with previously treated

LA/mUC (n=301)

• Prior PBCT and/or PD-1/L1 inhibitor

Doses of EV: 0.75, 1.0, and 1.25 mg/kg 3Q4W Doses of EV: 1.25 mg/kg 3Q4W Doses of EV: 1.25 mg/kg 3Q4W



EV monotherapy 1.25 mg/kg 3Q4W has shown consistent 
clinical activity to patients with LA/mUC in the 2L+ setting

3Q4W, Days 1, 8, and 15 of a 28-day cycle; CI, confidence interval; DOR, duration of response; EV, enfortumab vedotin; HR, hazard ratio; IQR, interquartile range; LA/mUC, locally advanced/metastatic urothelial carcinoma; NR, not reported; 

ORR, overall response rate; OS, overall survival; PFS, progression-free survival.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 55
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Median follow-up time: 22.3 months

12-month OS rate: 50.4%
18-month OS rate: 34.2%

Median (95% CI),

monthsn Events
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HR 0.70 (0.56–0.89)
One-sided P=0.0014

Median (95% CI),

monthsn Events

301 134 12.9 (10.6–15.2)

307

Enfortumab vedotin

PBCTtherapy 167 9.0 (8.1–10.7)

Overall survival (EV-301)

Censored

Enfortumab vedotin

PBCTtherapy

100

80
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40

20

0

No. at risk

EV 301 272 246 222 158 105 63 42 23 7 3 1 0
PBCTtherapy 307 274 238 198 131 84 51 32 16 6 2 1 0

0 2 4 6 8 10 12 14 16 18 20 22 24

EV-201 Cohort 1

(n=125)

ORR, % (95% CI)

Time to response (range/IQR), months

Median DOR (95% CI), months

Median PFS (95% CI), months

Median OS (95% CI), months

52 (41–62)

1.8 (IQR: 1.7–1.9)

10.9 (5.8–NR)

5.8 (5.0–8.3)

14.7 (10.5–18.2)

44 (35.1–53.2)

1.8 (range: 1.2–9.2)

7.6 (6.3–NR)

5.8 (4.9–7.5)

12.4 (9.5–15.6)

41 (35–47)

1.9 (range: 1.1–5.7)

7.4 (5.6–9.5)

5.6 (5.3–5.8)

12.9 (11–15.2)

EV-201 Cohort 2

(n=89)

EV-301 EV arm

(n=301)

Data for illustrative purposes only; trials not to be compared directly
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EV monotherapy 1.25 mg/kg 3Q4W has an established 
safety profile from multiple trials of patients with LA/mUC

*Includes ‘pruritus generalised’, so patients may be counted more than once. 

3Q4W, Days 1, 8, and 15 of a 28-day cycle; EV, enfortumab vedotin; LA/mUC, locally advanced or metastatic urothelial cancer; TRAE, treatment-related adverse event.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 6

TRAE, n (%)
EV-201 cohort 1

(n=125)

EV-201 cohort 2

(n=89)

EV-301, EV arm

(n=296)

Any TRAE 117 (94) 86 (97) 278 (94)

TRAE resulting in dose reduction 40 (32) 41 (46) 96 (32)

TRAE resulting in discontinuation 15 (12) 14 (16) 40 (14)

TRAEs with incidence ≥25% in any study

Alopecia 61 (49) 45 (51) 135 (46)

Peripheral sensory neuropathy 50 (40) 42 (47) 103 (35)

Pruritus 33 (26)* 27 (30) 96 (32)

Fatigue 62 (50) 30 (34) 93 (31)

Decreased appetite 55 (44) 29 (33) 92 (31)

Diarrhoea 40 (32) 20 (22) 74 (25)

Dysgeusia 50 (40) 24 (27) 73 (25)

Nausea 49 (39) 20 (22) 71 (24)

Maculopapular rash 27 (22) 27 (30) 50 (17)

Anaemia 22 (18) 22 (25) 34 (11)

Data for illustrative purposes only; trials not to be compared directly

Job code: MAT-NL-PAD-2025-00030



In the Phase I EV-101 study, EV 1.25 mg/kg 3Q4W achieved the 
highest response rate of the three doses studied and was supported 
by exposure–response analysis

For licenced starting dose information and information on dose adjustments please refer to the Summary of Product Characteristics for full information.
Error bar = 1 standard deviation. Analysis populations for both dose–response and exposure–response were based on actual treatment arms.

3Q4W, days 1, 8, and 15 of a 28-day cycle; ADC, antibody–drug conjugate; Cavg, time-averaged exposure; EV, enfortumab vedotin; IQR, interquartile range; mUC, metastatic urothelial carcinoma; ORR, objective response rate.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 7
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1.00 mg/kg 3Q4W
1.25 mg/kg 3Q4W

ADC exposure with dose

ADC Cavg up to two cycles (µg/mL)

EV-101: Exposure–response for 

EV starting doseEV-101: ORR by EV starting dose

Observed ADC Cavg IQR:
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Higher early EV dose intensity was generally associated
with a greater response in EV-301

Slide adapted from Petrylak D et al. Presented at ASCO 2024. Abstract 4503.

ADC, antibody drug conjugate; Cavg, time-averaged exposure; EV, enfortumab vedotin; ORR, objective response rate; Q, quartile.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 8

EV exposure quartiles: Q1 Q2 Q3 Q4

EV-301
ORR: 41.3%
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18.6%

(13/70)

46.4%

(32/69)

48.6%

(35/72)

51.4%

(37/72)

(2.52–3.12) (3.12–3.79) (≥3.79)

Q1 represents the EV exposures 

between 0–25%, 

Q2: 25–50%, 

Q3: 50–75%, 

Q4: 75–100%

Similar trends were seen in 

EV-201
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The majority of patients maintained the starting dose of 1.25 
mg/kg through Cycle 7; dose reductions were more frequent in 
later cycles

The median absolute dose intensity of EV was similar across studies for the 1.25 mg/kg starting dose

EV dose level by cycle in EV-301

Dose level 1.25 mg/kg 1.00 mg/kg 0.75 mg/kg
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The figure only shows dose reductions and not dose interruptions or discontinuations.

Median absolute dose intensity of EV was similar across studies at the 1.25 mg/kg starting dose (2.95, 2.96, and 3.03 mg/kg/4 week or EV-201 cohort 1, EV-201 cohort 2, and EV-301, respectively).

EV, enfortumab vedotin.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 9

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

296 253213194 162 138 102 88 69 56 49 44 39 34 32 28 24 22 17 16 11 10 8 5 5 5 3 1

Cycle
Number of patients receiving EV
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Slide adapted from Petrylak D et al. Presented at ASCO 2024. Abstract 4503.

All data presented are from a post hoc, exploratory analysis.

CR, complete response; EV, enfortumab vedotin; PR, partial response.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 10

Patients responding to EV continue to benefit following dose 
interruptions and reductions

Job code: MAT-NL-PAD-2025-00030



• Lower EV exposure was associated with a significantly lower risk 

(p<0.0001) of:

• Skin reactions§ (Grade ≥3: 12.5%); median time to onset: 0.6 months

• Hyperglycaemia (Grade ≥3: 7.1%); median time to onset: 0.6 months

• Peripheral neuropathy (Grade ≥2: 33.4%); median time to onset: 4.7 months

• Earlier time to onset of skin reactions and hyperglycaemia (median 

time to onset occurred during Cycle 1) confounded the interpretation 

of exposure–safety results

• Unconjugated MMAE Cavg was not strongly correlated with the 

incidence of these AEs

Safety correlated with EV monotherapy exposure, indicating 
that dose modifications are an effective way to manage AEs

Slide adapted from Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 

All data presented are from a post hoc, exploratory analysis.

Average EV exposures were divided into four quartiles: *Q1 represents EV exposures between 0–25%; †Q2: 25–50%; ‡Q3: 50–75%; ¶Q4: 75–100% (the highest EV exposure quartile); §Composite term.

ADC, antibody–drug conjugate; AE, adverse event; Cavg, time-averaged exposure; EV, enfortumab vedotin; MMAE, monomethyl auristatin E; Q, quartile.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 11
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Job code: MAT-NL-PAD-2025-00030



Dose modifications with EV+P 
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Safety summary of responders vs overall population

Data cutoff: August 8, 2024.

CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PR, partial response; TRAE, treatment-related adverse event.

Gupta S et al. Presented at ASCO 2025. Abstract 4502. 13
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Overall population* (n=440) CR+PR (n=295) CR (n=133)

9

(1–54)

12

(1–54)

13

(1–50) 11

(1–35)

17

(1–35)

27

(1–35)

EV cycles P cycles

• In the overall population,* EV+P treatment was given for a median of 12 cycles (range 1–54)

• For responders (CR+PR), EV+P treatment duration was longer (median number of cycles was 19 [range 1–54], 

and among patients with CR, EV+P was given for a median of 30 cycles (range 1–50) 

Patients 

with 

TRAE, 

n (%)

Overall 

population (safety 

analysis set)

Responders 

(CR+PR)
Patients with CR

EV+P 

(n=440)

PBCT 

(n=433)

EV+P 

(n=295)

PBCT 

(n=195)

EV+P 

(n=133)

PBCT 

(n=64)

All 

grades

428 

(97.3)

414 

(95.6)

293 

(99.3)

189 

(96.9)

133 

(100.0)

62 

(96.9)

Grade ≥3
252 

(57.3)

301 

(69.5)

181 

(61.4)

129 

(61.4)

82 

(61.7)

46 

(71.9)

Safety summary



In the EV+P arm of EV-302, dose modifications due to TRAEs* 
were common among responders with longer treatment duration

Data cutoff: 8 August 2024. NCT04223856.

*TRAEs leading to discontinuation of EV occurred in 36.4% overall and 46.8% of responders. TRAEs leading to discontinuation of P occurred in 24.8% overall and 27.8% of responders; †Overall population refers to evaluable patients in the safety 

analysis set; ‡Dose interruption includes dose elimination (scheduled dose being skipped) and dose delay (dose not occurring on the scheduled dosing day) as collected on the case report form; §No dose reduction was permitted for pembrolizumab.

CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; TRAE, treatment-related adverse event; PR, partial response.

Gupta S et al. Presented at ASCO 2025. Abstract 4502. 14
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Summary

2L, second-line; AE, adverse event; EV, enfortumab vedotin; HCP, healthcare professional; LA/mUC, locally advanced/metastatic urothelial carcinoma; OS, overall survival; P, pembrolizumab; PBCT, platinum-based PBCTtherapy; 

PFS, progression-free survival; SmPC, Summary of Product Characteristics.

1. Petrylak D et al. Presented at ASCO 2024. Abstract 4503; 2. Gupta S et al. Presented at ASCO 2025. Abstract 4502; 3. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics. 15

A higher EV dose intensity was associated with a greater probability of response. In EV-301, EV 

monotherapy demonstrated a PFS and OS benefit vs. PBCT across exposure quartiles. HCPs 

should initiate EV at the full recommended dose1

Effective dose adjustments can help patients manage AEs and stay on EV, so they can continue 

to receive the full potential of its clinical benefit1,2

Appropriate dose modification/interruptions of EV+P may allow for responders to continue 

treatment, with a safety profile similar to that in the overall population despite receiving more 

cycles of therapy2

Job code: MAT-NL-PAD-2025-00030

EV consistently demonstrated benefit regardless of dose modifications, according to a post hoc 

exploratory analysis across multiple clinical trials in patients with 2L+ LA/mUC1

The full dosing instructions for EV are available in the SmPC3



Please refer to the EMA SmPC for 
PADCEV™ (enfortumab vedotin) 
via the following link:
https://www.ema.europa.eu/en/docume
nts/product-information/padcev-epar-
product-information_en.pdf

EMA, European Medicines Agency; aPI, abbreviated Prescribing Information; SmPC, Summary of Product Characteristics.

PADCEV is subject to medicinal prescription.

Astellas Pharma B.V., Sylviusweg 62, 2333 BE Leiden, The Netherlands

Please scan the QR 

code to access the 

UK aPI for PADCEV

Please scan the QR 

code to access the NL 

SmPC for PADCEV

Job code: MAT-NL-PAD-2025-00030

https://www.ema.europa.eu/en/documents/product-information/padcev-epar-product-information_en.pdf


Footnotes



Footnotes




